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Background: In patients with advanced (stage IIIb/IV) NSCLC, the 
addition of cetuximab to chemotherapy has demonstrated increased 
activity compared with chemotherapy alone. Furthermore, the addition 
of cetuximab to RT in patients with locally advanced squamous cell 
head & neck carcinoma signiﬁcantly prolongs the duration of locore-
gional control and median overall survival compared to radiotherapy 
alone. Therefore, the SCRATCH study was designed to assess the 
safety of synchronous cetuximab with radical RT in patients with Stage 
III NSCLC. The safety results of cohort 1 from this phase I study are 
presented below.
Methods: Twelve patients with inoperable stage III NSCLC were en-
rolled into cohort I. Inclusion criteria were performance status 0-1, ad-
equate organ function, and disease encompassable within a radical RT 
volume. Exclusion criteria were previous malignancy, thoracic RT or 
treatment with EGFR (epidermal growth factor receptor) targeted thera-
py. Patients received platinum-based induction chemotherapy, followed 
by weekly intravenous cetuximab (initial dose 400mg/m2; maintenance 
dose 250mg/m2) and concomitant RT (64Gy/32fractions/45days). The 
primary end-point was toxicity. NCI Common Toxicity Criteria (CTC) 
V3.0 assessments were performed weekly during radiotherapy, and at 
regular follow-up visits.
Results: Complete data from the ﬁrst ten patients is available. The ﬁnal 
2 patients were still receiving concomitant cetuximab and RT at the 
time of abstract submission, and so only provide acute toxicity data. 
Two patients stopped receiving concomitant cetuximab due to toxicity. 
One experienced grade 3 fatigue following the initial dose, and the 
other declined further treatment after developing grade 2 skin toxicity. 
Two patients have died, one from disease progression and one from 
thromboembolic disease. Both deaths occurred between months 2 and 
4 post RT and were not attributed to the cetuximab therapy. Of the 8 
living patients, 4 have survived at least 1 year (measured from the ﬁrst 
day of induction chemotherapy). The maximum NCI CTC v3.0 scores 
are summarised in the table below:
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Conclusions: The results suggest that the early and late toxicities of 
synchronous cetuximab and radical RT are acceptable. Complete data 
on all twelve patients will be available by September 2007. SCRATCH 
Study cohorts II-IV follow on and will recruit sequentially. They will 
assess the safety of adding concomitant cisplatin and vinorelbine to ce-
tuximab and radical RT. Early data from cohort II will also be available 
by September 2007.
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Aim: The aim of this study was to evaluate age-related acute toxicity 
in patients with locally advanced non-small cell lung cancer (NSCLC), 
treated with the combination of radiotherapy with low doses of carbo-
platin given as radiosensitizer. 
Patients and Methods: The study group consisted of 67 patients. 
They were ﬁrst treated with TD30 Gy in 10 fractions during 2 weeks 
(5 fractions per week) Carboplatin 20 mg/m2 i.v. bolus injection just 
prior to each radiotherapy fraction was administered as radiosensitizer. 
After a 2-week pause, additional radiation of 25 Gy in 10 fractions 
was applied during 2 weeks (5 fractions/week) again with carboplatin 
radiosensitization. The total tumor dose (TTD) was 55 Gy (30+25 Gy) 
in 20 fractions, total duration of the therapy was 6 weeks, and total 
dose of carboplatin was 600 mg. The control group consisted of 70 
patients who were treated with radical radiotherapy with conventional 
fractionation (60 Gy in 30 fractions, 2 Gy per day, 5 fractions per 
week). Both groups were divided in to 3 subgroups related by the age 
of the patients. First subgroup includes patient under the 50 years old, 
seconde subgroup includes patients age between 50-59 years and the 
third subgroup includes patients over 60 years old. 
Results: In study group normal value of haemoglobin was detected 
at the most of patient in all subgroups (85.71% vs. 78.57% vs. 84%). 
Leucopenia was the most frequent in third subgroup (21.43% vs. 
21.43% vs. 36.1%) without statistical signiﬁcance. Thrombocytopenia 
(grade I) in study group was most frequent in patient over 60 year old 
(16%) with statistical signiﬁcance. Acute nausea most grade I in study 
group were the most frequent observed in third subgroup with statisti-
cal signiﬁcance (14.29% vs. 21.43% vs. 48%). Acute oesophagitis 
was uniformly distributed in all subgroups (50% vs. 53.67% vs. 60%) 
mostly grade I-II. Also creatinin clearance grade I was most frequent 
in the subgroup 3 with statistical signiﬁcance (14.29% vs. 21.43% 
vs. 52%). Temperature as acute toxicity was statistically signiﬁcance 
most infrequent in second subgroup, in ﬁrst and third subgroup was 
almost equally distributed mostly grade I-II (35.71% vs. 7.14% vs. 
32%). Cough was the most frequent acute toxicity in all three sub-
groups (64.29% vs. 46.43% vs. 64%), equally distributed in ﬁrst and 
third subgroup. Pneumonitis as acute toxicity was not observed in all 
subgroups. In control group age-related acute toxicity was not detected 
between subgroups with statistical signiﬁcance. Mild acute toxicity 
was especially pronounced in patients over 60 years (third subgroup) 
statistically signiﬁcance more experienced in radiochemotherapy group 
in all parameters. Between second subgroups statistically signiﬁcant 
acute toxicity were observed only with acute oesophagitis creatinin 
clearance and cough, mostly grade I-II in study group. In ﬁrst subgroup 
the youngest patients statistically signiﬁcance were observed in study 
group due the temperature grade I-II and cough grade I-II. 
Conclusion: These results showed that the combined radiochemothera-
py treatment was well tolerated in all age of patients, as well as patients 
over 60 years old, with acceptable rate of acute toxicity. 
